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DETAILED ACTION 

Response to Amendments/Arguments 

Applicant's amendments and arguments filed July 13, 2010 are acknowledged and have 
been fully considered. Any rejection and/or objection not specifically addressed below in 
original or modified form is herein withdrawn. 

Claims 1-8, 10-18, 20-25 are pending in the amendment filed July 13, 2010. Claims 18 
and 21-25 remain withdrawn for the reasons of record. 

While withdrawn from consideration, it is noted Applicant has amended claim 18 to be 
"The", where it is an independent claim and should recite "A". 

Applicant's amendments to the claims overcome the outstanding art rejections, and new 
grounds of rejection are necessitated by Applicant's IDS submission under 37 CFR 1 .97(c), filed 
May 28, 2010. The search was not extended unnecessarily to additional species. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12 : 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-8, 10-17 and 20 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1, as amended, recites "Z is a ligand of a biological receptor, an analog thereof or a 
derivative of said ligand or of said analog selected from the group consisting of somatostatin, 
LHRH and bombesin". It is unclear whether the "derivative of said ligand or of said analog" is 
selected from somatostatin, LHRH and bombesin, or whether Z is selected from somatostatin, 
LHRH and bombesin, or whether the ligand of a biological receptor is selected from 
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somatostatin, LHRH and bombesin or analogs or derivatives thereof. Furthermore, it is unclear 

how one can have derivative of an analog, when the analog is undefined, or an analog of a 

biological receptor ligand where the ligand is undefined. One would not be reasonably apprised 

of the metes and bounds of the claim with regards to what is a derivative of an analog. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action : 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 2 and 20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
TARASOVA (WO 03/072754 A2; IDS 5/28/10). 

Tarasova teaches conjugates comprising a ligand, a linker and a cytotoxic agent, where 
the linker is FALA (e.g. claim 1), the ligand is a peptoid (e.g. claim 3) or a peptide (e.g. claims 
4-13) and the cytotoxic agent is ER-86526 (e.g. claim 14) and compositions comprising the 
conjugate and a carrier (e.g. claim 63). Because there are so few species of cytotoxic agents in 
claim 14 of Tarasova, each is specifically envisaged. Furthermore, Tarasova further teaches that 
the derivatives of ER-086526 have the structure (page 30): 



Ucmod-Uoter-NH-CO-CHrCHrC 
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Relative to the instant claims, 'ligand' is Z- a ligand of a biological receptor (in light of 
the indefiniteness rejection, above), B'-B 5 is ALAF-C(0)CH 2 CH 2 C(0)-, where A 2 " 4 are each 
absent, A 1 ' 5 are each CH 2 , B 24 can be parsed in a variety of ways, including B 2 = dipeptide, B 3 ' 4 
= amino acid, and X is a cytotoxic agent, ER-086524. 

Information Disclosure Statement 

It is noted that a duplicate submission of the IDS of February 19, 2010 was in the file. 
The second copy has been "not considered" so as to prevent duplicate entries on the front of any 
patent issued from the application. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Additionally, Applicant's submission of an information disclosure statement under 
37 CFR 1.97(c) with the fee set forth in 37 CFR 1.1 7(p) on May 28, 2010 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 609.04(b) and MPEP § 706.07(a). Applicant is reminded of the extension 
of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW D. KOSAR whose telephone number is (571)272- 
0913. The examiner can normally be reached on Monday - Friday 08:00 - 16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia J. Tsang can be reached on (571)272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Andrew D Kosar/ 

Primary Examiner, Art Unit 1654 



